
Suitability Petition 

June 1,200O 

Dockets Management Branch 
HFA-305, Room 123 
Food and Drug Administration 
Park Building 
12420 Parklawn Dr. 
Rockville, MD 20857 

Dear Sir or Madam: 

Enclosed is a Suitability Petition submitted in accord with FFDCA Section 
5 12 (n) (3) on behalf of Phoenix Scientific, Inc., St. Joseph, MO 64503. 

The Petition concerns a minor change in the concentration of the active drug 
substance in a generic Pyrantel Pamoate Paste from the approved product, Strongid@ 
(pyrantel pamoate) Paste for oral administration in horses, approved under NADA 
129-83 1, for Pfizer. The requested change is from active drug substance 15.25 % 
w/w for the approved to 19.13 % w/w for the generic. 

If there are any questions concerning this petition, or when you have 
completed your review, please call me at (816) 364-3777. 

3915 S. 48th St. Terrace l St. Joseph, MO 64503 
p.0. Box 8039 (64508) 



816 364-3777 l Fax 816 364-3778 

SUITABILITY PETITION 

Identification of Petitioner: 
This Suitability Petition is submitted on behalf of Phoenix Scientific, Inc., 

(PSI) 3915 South 48* Street Terrace, St. Joseph, MO 64503 under Section 512 (n) (3) 
of the Federal Food, Drug, and Cosmetic Act. 

Action Requested: 
PSI requests permission from the Commissioner to file an Abbreviated New 

Animal Drug Application (ANADA) containing a different concentration of the active 
drug substance than the approved product. The approved product, Strongid@ Paste 
(NADA 129-83 1) contains pyrantel pamoate equivalent to 15.25 % w/w pyrantel. 
The proposed generic will contain pyrantel pamoate equivalent to 19.13 % w/w 
pyrantel. The amount of active ingredients administered per dose to the animal will 
be the same for both products. 

The indications for the use of the generic product will be the same as for the 
approved product. A copy of the approved product labeling is enclosed. 

Statement of Grounds: 
The proposed product contains the same active ingredient and has the same 

indications, cautions, and warnings as the approved product. Both products are for 
oral administration in horses. The products will differ only in the concentration of the 
active drug substance. The label copy will vary only as it relates to the different 
concentration of the active drug substance and the amount of drug product per dose. 

3915 S. 48th St. Terrace l St. Joseph, MO 64503 
PO. Box 8039 (64508) 
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816 364-3777 l Fax 816 364-3778 

Environmental Impact: 
The action of submitting and reviewing of this Suitability Petition will not 

normally be expected to have an environmental impact. Therefore, under 21 CFR 
25.300, we request a categorical exclusion from the requirement to prepare an 
environmental assessment (EA), since, to the best of our knowledge, no extraordinary 
circumstances exist. 

Economic Impact: 
An “Economic Impact” analysis of this action will be provided upon request 

by the Commissioner. 

Certification: 
Attached is a statement that Phoenix Scientific, Inc. has included all 

information known to us, which is unfavorable to this Suitability Petition. 

Approval to file an ANADA for this Pyrantel Pamoate Paste based upon this 
Suitability Petition is requested. 

Sincerely: 

Vice President, Regulatory Affairs 

3915 S. 48th St. Terrace l St. Joseph, MO 64503 
PO. Box 8039 (64508) 

/ 



816 364-3777 l Fax 816 364-3778 

Certificate of Inclusion of Unfavorable Information 

As the Chief Executive Officer for Phoenix Scientific, Inc., I certify that no 
unfavorable information related to this Suitability Petition has been withheld fkom the 

June 1,200O 

Phoenix Scientific, Inc. 
St. Joseph, MO 64503 

3915 S. 48th St. Terrace l St. Joseph, MO 64503 
PO. Box 8039 (64508) 
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Equine Anthelminric 
Atie Ingredients Each 20 milliliter syfnge contains 

3.6 grams pyrantel base in 23.6 grams of paste. 
FOR VETERINARY USE ONLY - 
FOR OWL USE ONLY 

Net Contents: 20 ml (23.6 g) 
INDItXTlONSFORLCSE:Fortheremovaiand 
comrolofmaturainf&onaoflarge.saxgyk 
(Stmngyfus vulgar& S txientatus S equinus); 
small z3lJm&ea: phwomls ~Oxyuris SqIJik 
and iarge ruundwonns (F?wasoaris equorum) 
inhorxtsendponias 

REWMMPIOED STORAGE: STORE AT 
ROOM TEMPERATURE 15W@C (5%WFJ 
REFER TO PACKAGE INSERT 
FOR COMPLECTE USE DlREC77ONS -- -.._ 

AGRICULTURAL DlVlSlOH 
NEWYORK. W.V. ,M(T 

32545 e 
W96 
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STROti6lD” PASTE 
(pyrantei pamoate) 
Equine Anthelmintic 

STRONGID” PASTE is B pale yellow 10 buff paste containing 43.9% w/w pymntel pamoare in an inert 
vehicle. Each syringe conlains 3.6 gramc pyramcl baac in 23.6 grams (20 ml) pate. Each millditcr con- 
tains 180 milligrams pymmel base as pymmcl pamua~c. 

READ ENTIRE BROCHURE CAREFULLY 
BEFORE USING THIS PRODUCT 

COMPOSITION 

Pyran~el pxnnale ih a compound helonging IO a family classified chemically as telrahydropyrimidines. 
11 IV a yellow. wlcr-inwlublc cryrtall~nc tall of the ~ctrahydropyrimidine bare and pamoic acid containing 
34 7% bare acwily. The chemical wucwrc and name are given below. 

Chemical Name: (E~-l.4.5.6-lerrahydrt~-I-methyl-2-[2-(2-lhicnyl~-vinyl]-pyrimidi~~ 
4.4’ methylenebi> [3-hydroxy-2.naphlholalel (l:l) 

INDICATIONS FOR USE 

For the removal 2nd corurol of mawe mfections of large wmgyies (Yr~ngylus vulgclris. S. edenrolus, 
S. cquinus): small strongyles: pinwormr (Ox~uris rqw): and large roundworms (Pnrorcrrni oquorum) 
in horses and ponicb. 

Consult your vcwmxian for assistance m the diagnosis. ~rcatmem. and control of parasitism. 

DOSAGE AND TREATMENT 

STRONGID” PASTE i, to be adminiawrcd ar a smgls oral dose of 3 milligrams pyrantei base per pound 
of lxdy weight. The syringe has four weight mark mcrerncms. Each weight mark mdlcxes [he recom- 
mended dose for 3M) pounds of hod) weighr. 

DOSAGE 

Body Weight Range Volume mg Pyrontal Bass 

up to 300Ib 114 syringe (5 ml) 9Q0 mg 
301 to 600lb 112 syringe (10 ml1 1800 mg 
601 to 900Ib 3/4 syringe (15 ml] 2700 mg 
901 to 1200 lb 1 full syringe I20 ml) 3600 mg 

NOTE. Po,ttion rcrcwgau~c wcr appropnaw mnrl on plunger. Etch milliliter comnma 180 milligrams 
pymn,c, ba,e as pyrantel pamoate. 

ADMINISTRATION 

EFFICACY 

Critical (worm counr) studieb in horses dcmonstnred that STRONGID 10 PASTE (pyrantcl pnmonre, ad- 

mmirtered at rhe recommended dosw 7’ was efficacious ag*inar mature infections of Slmn&s vulgti 
(>91)%), s. &nwus (69%). S. equinus (>%lFzJ. Oxyuris rqui (ItI%). PcUarc~riS equonrm (>90%). 
and small strongylc> (290%). 

WARNING: NOT fOR USE IN HORSES INTENDED FOR fOOD 
KEEP OUT Of REACH Of CHILDREN 

r 

(t ,, rccommcnded Ihat xverely dcbdiulcd xxrnal~ not be trcalcd with thts prepxatton. 

RECOMMENDED STORAGE: STORE AT ROOM TEMPERATURE. 15”-30°C (59”-86°F) 

Distribut.d by 
AGRICULTURAL DIVISION 

NEW YORK, N.Y. 10017 
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